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Tsh™d STATUTORY PER,OD FOR REPLY « SET TO EXPKE , MONTH(S) FROM 

" earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

I )□ Responsive to communication(s) filed on . 

vm tu- ^i^ioPiwAi 2b)H This action is non-final. 

» atiSBrsssBsssa-Bsas---- 

UI9puoi" v " ~ ■ — 

4) 13 Claim(s) ^56 is/are pending in the application. 
4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) D Claim(s) is/are rejected. 

7) D Claim(s) is/are objected to. 

m Claim(s) h§6 are subject to restriction and/or election requirement. 
Application Papers 

9)D The specification is objected to by the Examiner. 

10) D Thedrawin g (s) fi .edon_is/are: •O^orbDo^^lh.E^^ 

Applicant may not request that any objection to the drawing(s) be held ,n abeyance. See 37 CFR 1 *5(a). 
Appncani my h . , n aDDroved b )n disapproved by the Examiner. 

I I )□ The proposed drawing correction filed on is. a)U approvea d;l_i vv 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) D Acknowiedgment is made of a Cairn for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)QAII b)D Some*c)D None of: 

1 □ Certified copies of the priority documents have been received. 
2.D. Certified copies of the priority documents have been received in Application No 



3D Copies of the certified copies of the priority *J^^J" ^ h ^ *~ 
.Seetheatta^^^ 

a) D The translation of the foreign language provisional appHcation has been receded 
1 5 )D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or . 

Attachment(s) interview Summary (PTO-413) Paper No(s). . 

1) D Notice of References Cited (PTO-892) 5) r\ Notice of Informal Patent Application (PTO-1 52) 

2) □ Notice of Draftsperson's Patent Drawing Revew (PTOW8 » LJ 

3 □ Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) U Other. 
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DETAILED ACTION 



Election/Restrictions 

1. Restriction to one of the following inventions is required under 35 U.S.C. 121 : 
l-XVIII. Claims 1-47, drawn to a method of screening a test agent for 

hepatotoxicity using a cell expressing a nucleic acid selected from the 

group consisting of Riskmarker 1-8 and Injurymarker 1-10, classified in 

class 435, subclass 7.2. 
IXX-XXII. Claims 48-51 and 54-56, drawn to an isolated nucleic acid 

comprising a nucleic acid sequence selected from the group consisting of 

Riskmarker 1, 6, 7 and 8, classified in class 536, subclass 23.5. 
XXIII-XXVI. Claim 52, drawn to a polypeptide encoded by one of Riskmarker 1, 

6, 7 or 8, classified in class 530, subclass 350. 
XXVII-XXX. Claim 53, drawn to an antibody which specifically binds to a 

polypeptide encoded by one of Riskmarker 1, 6, 7 or 8, classified in class 

530, subclass 387.1. 



Each group corresponds to one particular nucleic acid sequence. For instance, 
Group XXV corresponds to claim 52 as it reads on Riskmarker 7. 



2. 



The inventions are distinct, each from the other because of the following reasons: 
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Inventions l-XVIII are distinct methods from each other, having different starting 
material, different outcomes and different uses. 

Inventions XXIII-XXX are distinct products from each other, having different 
chemical, biological, structural and functional distinctness from each other, and are not 
disclosed for use together. 

Inventions IXX and I are related as product and process of use. The inventions 
can be shown to be distinct if either or both of the following can be shown: (1 ) the 
process for using the product as claimed can be practiced with another materially 
different product or (2) the product as claimed can be used in a materially different 
process of using that product (MPEP § 806.05(h)). In the instant case the product of 
Invention IXX can be used in a materially different process such as expressing the 
encoded polypeptide in vitro. 

Inventions XXVII and I are related as product and process of use. The inventions 
can be shown to be distinct if either or both of the following can be shown: (1 ) the 
process for using the product as claimed can be practiced with another materially 
different product or (2) the product as claimed can be used in a materially different 
process of using that product (MPEP § 806.05(h)). In the instant case the product of 
Invention XXVII can be used in a materially different process such detecting a 
polypeptide in an cellular extract. 

Inventions XX and VI are related as product and process of use. The inventions 
can be shown to be distinct if either or both of the following can be shown: (1 ) the 
process for using the product as claimed can be practiced with another materially 
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different product or (2) the product as claimed can be used in a materially different 
process of using that product (MPEP § 806.05(h)). In the instant case the product of 
Invention XX can be used in a materially different process such as expressing the 
encoded polypeptide in vitro. 

Inventions XXVIII and VI are related as product and process of use. The 
inventions can be shown to be distinct if either or both of the following can be shown: (1 ) 
the process for using the product as claimed can be practiced with another materially 
different product or (2) the product as claimed can be used in a materially different 
process of using that product (MPEP § 806.05(h)). In the instant case the product of 
Invention XXVIII can be used in a materially different process such detecting a 
polypeptide in an cellular extract. 

Inventions XXI and VII are related as product and process of use. The inventions 
can be shown to be distinct if either or both of the following can be shown: (1 ) the 
process for using the product as claimed can be practiced with another materially 
different product or (2) the product as claimed can be used in a materially different 
process of using that product (MPEP § 806.05(h)). In the instant case the product of 
Invention XXI can be used in a materially different process such as expressing the 
encoded polypeptide in vitro. 

Inventions IXXX and VII are related as product and process of use. The 
inventions can be shown to be distinct if either or both of the following can be shown: (1 ) 
the process for using the product as claimed can be practiced with another materially 
different product or (2) the product as claimed can be used in a materially different 
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process of using that product (MPEP § 806.05(h)). In the instant case the product of 
Invention IXXX can be used in a materially different process such detecting a 
polypeptide in an cellular extract. 

Inventions XXII and VIII are related as product and process of use. The 
inventions can be shown to be distinct if either or both of the following can be shown: (1 ) 
the process for using the product as claimed can be practiced with another materially 
different product or (2) the product as claimed can be used in a materially different 
process of using that product (MPEP § 806.05(h)). in the instant case the product of 
Invention XXII can be used in a materially different process such as expressing the 
encoded polypeptide in vitro. 

Inventions XXX and VIII are related as product and process of use. The 
inventions can be shown to be distinct if either or both of the following can be shown: (1 ) 
the process for using the product as claimed can be practiced with another materially 
different product or (2) the product as claimed can be used in a materially different 
process of using that product (MPEP § 806.05(h)). In the instant case the product of 
Invention XXX can be used in a materially different process such detecting a 
polypeptide in an cellular extract. 

Inventions ll-V, IX-XVIII and IXX-XXX are unrelated. Inventions are unrelated if it 
can be shown that they are not disclosed as capable of use together and they have 
different modes of operation, different functions, or different effects (MPEP § 806.04, 
MPEP § 808.01 ). In the instant case the different inventions the products of Inventions 
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IXX-XXX are not disclosed as capable of use in the methods of Inventions ll-V and IX- 
XVIII. 

Inventions I, VI-VIII and XXIII-XXVI are unrelated. Inventions are unrelated if it 
can be shown that they are not disclosed as capable of use together and they have 
different modes of operation, different functions, or different effects (MPEP § 806.04, 
MPEP § 808.01 ). In the instant case the different inventions the products of XXIII-XXVI 
are not disclosed as capable of use in the methods of Inventions I and VI-VIII. 

3. Because these inventions are distinct for the reasons given above and have 
acquired a separate status in the art as shown by their different classification, different 
searches and recognized divergent subject matter in the art, restriction for examination 
purposes as indicated is proper. 

4. Applicant is advised that the reply to this requirement to be complete must 
include an election of the invention to be examined even though the requirement be 
traversed (37 CFR 1.143). 

5. Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1.48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1.48(b) and by the fee required under 37 CFR 1.1 7(i). 

Certain papers related to this application may be submitted to Art Unit 1636 by 
facsimile transmission. The faxing of such papers must conform with the notices 
published in the Official Gazette, 1156 OG 61 (November16, 1993)and 1157 OG 94 
(December 28, 1993) (see 37 C.F.R. § 1 .6(d)). The official fax telephone numbers for 
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the Group are (703) 308-4242 and (703) 305-3014. NOTE: If Applicant does submit a 
paper by fax, the original signed copy should be retained by applicant or applicant's 
representative. NO DUPLICATE COPIES SHOULD BE SUBMITTED so as to avoid the 
processing of duplicate papers in the Office. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bronwen M. Loeb whose telephone number is (703) 
605-1 197. The examiner can normally be reached on Monday through Friday, from 
10:00 AM to 6:30 PM. A phone message left at this number will be responded to as 
soon as possible (usually no later than the next business day after receipt by the 
examiner). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Dr. Remy Yucel, can be reached on (703) 305-1998. 

Any inquiry of a general nature or relating to the status of this application should 
be directed to Tracey Johnson, Patent Analyst whose telephone number is (703) 305- 
2932. 



Bronwen M. Loeb, Ph.D. 
Patent Examiner 
Art Unit 1636 

September 12, 2002 



TERRY MCKELVEY 
PRIMARY EXAMINER 



